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JOB NUMBER REQUEST FOR RECORDS DISPOSITION AUTHORITY	 jJl-068-oL/- Z 

To' NATIONAL ARCHIVES and RECORDS ADMINISTRATION 
Date Rec~i~71 048601 ADELPHI ROAD COLLEGE PARK, MD 20740-6001 

1. FROM (Agency or establishment)	 NOTIFICATION TO AGENCY 

Department of Health and Human Services 

2. MAJOR	 SUBDIVISION In accordance with the provisions of 44 U.S.C. 
3303a, the disposition request, including Food and Drug Administration amendments, IS approved except for Items that 

3. MINOR	 SUBDIVISION may be marked "disposition not approved" or
 
"withdrawn" In column 10.
Office of the Commissioner (OC) 

4. NAME OF PERSON WITH WHOM TO CONFER 5. TELEPHONE	 DATE ARCHIVIST OF THE UNITED j 
Seung Ja Sinatra	 301-827-4274 ~,b9 I~S 'A~ ..: _ .. ). ~ .-..'){.I ..... 

6. AGENCY	 CERTIFICATION 
I hereby certify that I am authorized to act for this agency In matters pertaining to the disposition of ItS records and that 
the records proposed for disposal of the attached _ page(s) are not now needed for the business of ttns agency or 
will not be needed after the retention periods specified, and that wntten concurrence from the General Accounting 
Office, under the provisions of Title 8 of the GAO manual for GUidance of Federal AgenCies, 

IX] is not required, D is attached, or D has been requested. 

FftT'14 SIGNATUR~~~.EPRESENTATIVE	 1 TITLE20041, 

HHS Records Officer A. P. Barnes ./h~ 

7 ITEM NO la. DESCRIPTION OF IT~M AND PROPOSED DISPOSITION 9 GRS OR SUPERSEDED 110. ACTION TAKEN 

~-
JOB CITATION (NARA USE ONLY) 

Covers Legal, Legislative and Regulatory Records. 

Unless specifically stated otherwise in the description or the retention, all items are media-neutral and apply to
 
paper, electronic, microform, or other media in which records may exist.
 

See Attached Sheet 

Date 

Fred Ansell - Office of the Chief Counsel	 Date 

115-109 PREVIOUS EDITION NOT USABLE STANDARD FORM SF 115 (REV. 3-91) 
Prescnbed by NARA 36 CFR 1228 
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LEGAL, 
Item 
No. 

1 1 

1 2 

2 

2 1 

22 

j 

LEGISLATIVE AND REGULATORY RECORDS 
Records Description and Authorized Disposition 

Legal GpIHlOnPrecedent FIles. Precedentwllegal OP111lOHS 
Issued by the ChIef Counsel for apphcatlOn to programs 
throughout the FDA Included are legal opmlOns, directly 
related memoranda, copIes of lavis, and related documents. 
Smce 2000, all records are electromcally mamtamed 111the 
Attorney 'Nork Product System. 

Access Restncted to the Office of Clllef Counsel. 

Records from 1950 through 1999 

PERl\fANENT: Senes was cutoff on December 31, 1999.
 
30 CUbiCfeet of paper. Transfer to NA::...~.A.
vlith related
 
ll1deKes75 years after cutoff.
 
Records Post 2000.
 

PERl\fANENT: Cut offm 5 year blocks at end of calendar 
year after paper records are scanned Transfer to NARA 
''lIth related mdexes 75 years after cut off 
Attomey Work Product Documents 
Files mclude attorney ,vorlc products such as motlOns, 
consent decrees, legal memoranda, bnefs, legal op111lOn 
precedent files, posItIOn documents, and attomey verSIOns 
of 'Nammg letters, which have been created or receIved by 
the FDA Office of ChIef Counsel (OCC). In the course of 
theIr procoedmgs, GCC roatll1ely consults these records to 
ensure their subsequent OpI11IOnS,brIefs and other Issuances 
are not umntentlonally contradICtory. The records are also 
sont to the Depm1ment's General Counsel Access IS 
restrIcted to OCe. 

Paper records and pnnted recordkeepmg copIes of the
 
records electrolllcally created /received.
 

PERMANENT. Cut off 111 5 year blocks at end of fiscal
 
year after paper records are scanned Transfer to NARA.
 
wIth related mde)(es 75 years after cutoff.
 

Records created/receIved electromcally. 

TEMPORARY: Delete after producmg recordkeeping
 
COPIeS111 paper and upon venficatIOn of successful data
 
import I11tothe Attorney Work Product System by quality
 

NARA Approved 
Citation 

Supcl'sedes ReS 
oee 01 
WITHDRAWN 
9/1212005 

Supersedes ReS 
oee 01 
WITHDRAWN 
9/1212005 

Ncw Item 

WITHDRAWN 
9/12/2005 

New Item 

WITHDRAWN 
9/1212005 
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Item 
No. 

Records 

control. 

Description and Authorized Disposition 

2.3 Attorney \Vork Product System System stores and provIdes 
full text/key.vord access to reference copIes of the attorney 
vlork products descnbed under Items 2 1 and 2.2 The 
system provIdes a qUick and easy ,vay for OCC to routmely 
access and consult these records m the course of theIr 
proceedll1gs to ensure their subsequent opmIOns, bnefs and 
other Issuances are not unll1tentIOnally contradiCtory. 
Records are orgamzed mto three categones Office 
ReposItory, Counsel Memos, and Appellate Bnefs. The 
system IS also referred to as ISYS and access IS restncted to 
GGG: 

231 Inputs. Paper records are scmmed mto the system or, If 
created or receIved electromcally, dIrectly mput mto the 
system. 

Disposition: Apply records dIsposItion 
2 2 appropnately 

under Item 2 1 or 

232 Data FlIes. The data ll1the system consIst of the work 
product documents described under the system. These 
records are stored either m the natIve fonnat or as a scmmed 
Image Some of the pre 2000 records have been scmmed 
111tOthe system. Metadata elements 111cludedocument title, 
bnef descnptIOn, document date, file foIIDat and other 
related fields 

TEl\iPORARY. Mall1tam records for as long as records 
are needed for FDA busmess 

2 3.3 Outputs. 

a. Reference copIes. CopIes of the records produced by all 
employees of GCC for reference use 

TEMPORz<\RY: Destroy when no longer needed for 
reference 
b Indexes. Printed mdexes generated from the system. 

PERl\ilt ..NENT. Cut off at end of fiscal year m 5 year 
blocks and transfer to NA...~:A WIth related records 75 years 
after cutoff. 

NARA Approved 
Citation 

NeVi Item 

WITHDRAWN 
9/1212005 

New Item 

WITHDRAWN 
9/1212005 

New Item 

WITHDRAWN 
9/12/2005 

New Item 

WITHDRAWN 
9/1212005 
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Item 
No. 

Records Description and Authorized Disposition 

234 System Backup Backup tapes mamtamed for 
potential system restoratIOn m the event of a system 
failure or other umntentIonalloss of data. 

TEMPORARY: Delete/destroy mcremental 
backup tapes ..",hen superseded by a full backup, 
when no longer needed for system restoratIOn, 
whIChever ISlater. 

or 

Delete/destroy full backup tapes when second 
subsequent backup IS venfied as successful or 'Nhen 
no longer needed for system restoratIOn, whIChever 
IS later. 

3 LItigation Case Files. Flies consist of court pleadmgs, 
correspondence, memorandums, studIes, appraisals, cOUli 
decIsIOns, and sImilar documents related to enforcements 
and defensIve litigatIOn 

TEMPORzt\RY: Cut off after litigatIOn IS termmated. 
Transfer to FRC 2 years after cutoff Destroy 10 years after 
cutoff 

4. AdmllllstratIve Heanng Files Reference copies of case files 
to document adnllmstratIve heanngs and appeals 'v'llthm 
FDA. Included m these files are notices of appomtments 
for hearmg, heanng transcnpts, legal bnefs, affidaVits, and 
admlmstratlve exhibits, Butlal deCiSIOnsof the 
AdmmistratIve Law Judge, deCIsIOnof the CommIssIOner, 
and related matenal. If these files e)(]st as a separate set of 
records, the followmg dIsposItion mstructIons apply. If the 
essential adnllmstratIve hearIng documents are filed m the 
related case file, the dIsposItion mstructIOns for the case file 
apply The offiCial copy of these documents IS kept 'v'llthm 
Dockets. 

TEMPORARY: 
reference 

Destroy when no longer needed for 

5. Correspondence between Members of Congress and FDA. 
Includes mcoming correspondence, rephes, and supportmg 
documents. 

5.1 Chmmlan and Member Letters Include both 
correspondence between FDA and 
Comrmttee/Subcomrmttee Chairman when actmg m their 
capacity as Chairman, and correspondence between FDA 

NARA Approved 
Citation 

GRS 20, Item 8a and 
b 

Supersedes ReS 
oee 2 

WITHDRAWN 
9/1212005 

Supersedes oee 03 

WITHDRAWN 
9/12/2005 

Supersedes NCI-88-
78-1, RCS Item L-2 



4 

Item 
No. 

Records Description and Authorized Disposition 

and Members of Congress not related to constituent 
requests. 

PERMANENT: Media neutral. Cut off at the end of 
the calendar year after Congressman leaves office. For 
paper records, transfer records to FRC 5 years after cutoff 
Transfer records m all media and formats to NARA 10 
years after cutoff. At time of transfer, NARA and FDA 
Will determme the media and format in which the records 
will be transferred. FDA will ensure record format 
mtegnty dunng the retention penod accordmg to NARA 
regulations 

5.2 Member-Constituent Correspondence. 
Includes correspondence between FDA and Members 
Congress relatmg to constituent requests or concerns. 

of 

TEMPORARY: Media neutral. Cut off at end of calendar 
year in which received. For paper records, transfer records 
to FRC 2 years after cutoff. Destroy or delete 10 years after 
cutoff 

6. House and Senate Hearings (Non-LegislatIOn). 
Background matenals prepared by FDA officials who 
testify m Committee heanngs. Also contams copies of bills, 
laws, and data on DHHS appropriations .. 

TEMPORARY: Media neutral. Cut offat the end of the 
calendar year upon completion ofheanng. For paper 
records, transfer records to FRC 5 years after cutoff 
Destroy or delete 10 years after cutoff. 

7 LegislatIOn and Heanng Reference Files. Documents 
covenng current Congressional sessions, includmg 
proposed legislation, enacted legislation, and background 
matenals 

TEMPORARY: Media neutral. Destroy or delete 1 year 
after legislation IS enacted or withdrawn unless needed for 
further reference 

NARA Approved 
Citation 

Supersedes NCl-88-
78-1, RCS Item L-2 
and L-3 

Supersedes NCl-88-
78-1, ReS Item L-1 

Supersedes NCl-88-
78-1, RCS Item L-4, 
L-5 and L-6. 
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Item 
No. 
8 

Records Description and Authorized Disposition 

Federal Register NotIces Include records that are related 
the publication of notices 111 the Federal Register 

to 

8 1 Pubhshed Notices. Include drafts and final notices, tear 
sheets from the Federal Register, newspaper chppmgs, press 
releases, citations and abstracts of articles, and 
correspondence. 

TEMPORARY: Media neutral. Cut off at end of fiscal 
year in WhIChpublished. Delete/destroy 3 years after cutoff. 

8.2 NotIces Not Published. Includes matenals related to the 
nonces that were determined not to pubhsh. 

TEMPORARY Media neutral. Cut off at end of the 
fiscal year when decision not to publish is made. Destroy 
delete Immediately upon cutoff. 

or 

9 Federal Register DocumentatIOn Traclang System 
(FRDTS). 
Logs and other records to track the progress status of 
Federal Register documents from time of imhal draft to 
final Issuance One of the modules supported by AIMS. 

TEMPORf ..RY: Destroy or delete when 2 years old, or 2 
years after the date of the latest entry, whIChever is 
applicable. 

10 EVidentIary Heanng Matenals. Heanng Matenals for Parts 
12-15 Public Heanngs. Formal Evidentiary Heanngs, Public 
Board of Inquiry Heanngs, Advisory Committee Heanngs, 
Public heanngs before the Commissioner and 
Admirustrative Law Judge, and Regulatory Heanngs. Also 
may mclude descnptive photographs of product examples 
submitted to FDA. A unique Docket control number IS 
assigned to each record 

Contams trade secret and confidential commercial 
mformation that may not be publicly released; disclosure IS 
subject to the Freedom of Information Act, the Trade 
Secrets Act, the Pnvacy Act, and restnctions mother 
statutes and FDA's implementmg regulations 
(NOTE: Actual product examples are not transferred With 
the records to NARA ) 

NARA Approved 
Citation 

NC 1-88-84-2 
RCS C-7 

GRS 23, Item 8; 

Supersedes NC-I-88-
78-1, RCS C-6 

Supersedes NI-88-
86-1; RCS C3 Item 
13 
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Item Records Description and Authorized Disposition 
No. 

NOTE: Transfer any existent hardcopy indexes to these 
records along with the records themselves 

Disposition: PERMANENT. Media Neutral. Cut off at 
the end of the calendar year following the close of the 
heanng, mcludmg resolution of any objections and any 
htigation thereon Transfer paper records to FRC 3 years 
after cutoff Transfer records in all media or formats to the 
National Archives 25 years after cutoff 

11	 Rule Makmg and Admmlstrahve Procedures Records. 
Include the records required m the event of htigation or for 
review in promulgating rulemakmg. Records include final 
rules and related official rulemakmg documentation, 
Federal Register notices, comments, petitions, pubhc 
inqumes, responses, Adnumstrative Heanng Files, heanng 
matenals regarding agency policies, procedures, 
regulations, vanances and decisions, and may include 
descnptive photographs of product examples A unique 
Docket control number lS assigned to each record. 

Contains trade secret and confidential commercial 
mformation that may not be pubhcly released, disclosure lS 
subj ect to the Freedom of Information Act, the Trade 
Secrets Act, the Pnvacy Act, and restnctions in other 
statutes and FDA's implementing regulations. 

Records, on receipt of 90-day disposal notice from FRC, are 
reviewed and identified for appropnate sub-file categones 
which file belongs to and disposition for that sub-file senes 
lS apphed. 

11 1	 Substantial Rule Makmg and AdmmistratIve Procedures 
Records 
Includes cases that set precedents relating to legal or pohcy 
altenng issues, receive mtense pubhc, media, or 
Congressional scrutiny, or relate to major lustoncal events 

Include records submitted m paper, video, and non-
electronic media, and pnnted copies of the records 
electronically submitted via Web, e-mail, fax, or on other 
electrornc media, 

NARA Approved 
Citation 

Supersedes NI-88-
86-1; RCS C3 Items 
1-12 
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Item	 Records Description and Authorized Disposition 
No. 

NOTE: Transfer any existent hardcopy indexes to these 
records along with the records themselves 

Disposition: PERMANENT. Media Neutral. Cut off at the 
end of the calendar year after final action IS taken on 
regulation mcluding resolution of any objections and any 
hngation thereon If needed, transfer paper records to FRC 
5-15 years after cutoff Transfer records II1 all media and 
formats to NARA 30 years after cutoff 

11 2	 Non-SubstantIal Rule Making and Adnlll1lstratlve 
Procedures Records 
All other cases that have not met the threshold for 
Substantial Rule Making and Adrrumstratrve Procedures 
Records. 

Disposition: TEMPORARY. Media neutral. Cut off at 
the end of the calendar year after final action IS taken on 
regulation mcluding resolution of any objections and any 
htiganon thereon If needed, transfer to FRC 5-15 years 
after cutoff. Destroy or delete 30 years after cutoff. 

11 3	 Duplicate CopIes Produced to Use for Quahty Image 

Disposition: TEMPORARY. 
Destroy upon venficatlOn of successful imagl11gby quality 
control. 

Records SubmItted Electromcally VIa 'Neb, E mall, or on 11 4 
Other Electrolllc Media. 

Disposition: TEMPORA,RY. Delete after producll1g 
recordkeepmg copIes 111paper and upon venficatlOn of 
successful	 data Import 111tothe Dockets System by quality 
control. 

11 5	 Duplicate Coples Mamtained as Part of Another FDA Files. 
COPieS used for another FDA heafing, rulemakmg or other 
actiVIty, and for general reference 

Disposition: TEMPO~'\RY.
 
If used for reference, destroy when no longer needed.
 
If copy becomes part of another FDA records, apply records
 
dIspOSItion for that records.
 

NARA Approved 
Citation 

Supersedes NI-88-
86-1; RCS C3 Items 
1-12 

Non-record 

GRS 20, Item 2b 

Non-record / 
Otherwise scheduled 
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Item Records Description and Authorized Disposition 
No. 

Rule Making Doeuments.P---
Records l1lcludes pubhc comments on Federal RegIster
 
NotIces on ceI1am Agency tOpICSelectromcally generated
 
dunng rule makmg activIties and mamtamed m the Federal
 
Dockets Management System (FDMS)
 

Records are closed after final actIOn IS taken on regulatIOn
 
mcludmg resolutIOn of any obj ectIOns and any lItigatIOn
 
thereon. Transfer to PRe 'Nhen appropnate
 

3 1 SubstantIal Adn1l11lStrativePiles For Dockets
 
Management
 
Include the cases that generated substantial publIc mterest,
 
medIa, or legal precedent.
 

PERMANENT. Transfer to NA...% 30 years after cutoff
 

Non Substantial AdmInIstrative Flies For Dockets
 
Management All other cases that have not met the
 
tlu'eshold for Substantial AdmmlstratIve Files For Dockets
 
Management
 

TEMPORzA..RY: Destroy 30 years after cutoff
 

13	 Dockets Management and Tracklllg Systems. May include 
Dockets System, Federal Dockets Management System 
(FDMS), or other systems Systems that store and provide 
full text and keyword access to Dockets and tracks the 
mformation about the dockets files (NOTE Actual docket 
case files are scheduled under Items 11.1 and 11 2 as 
appropnate ) 

13.1 Data FIles Contams the data that descnbes the scanned 
Images and other mformation withm the Docket case files 
(metadata) Data fields may include Docket number, 
document title, bnef descnption, document date, and file 
format, and other related information. Does not include 
samples or artifacts accompanymg documents. 

NOTE: If the data ISmigrated mto a new system, the 
precedmg system may be deleted/destroyed after the 
verification of successful data migration 

Contams trade secret and confidential commercial 

8 

NARA Approved 
Citation 

Withdrawn 

6-12-2006 

Withdrawn 

6-12-2006 

Withdrawn 

6-12-2006 

New Item 



Item
 
No.
 

13 1 1 

13 1 2 
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Records Description and Authorized Disposition	 NARA Approved 
Citation 

mformation that may not be pubhcly released; disclosure IS 

subj ect to the Freedom of Information Act, the Trade 
Secrets Act, the Pnvacy Act, and restrictions mother 
statutes and FDA's implementmg regulations. 

Data Files for Substantial Rule Makmg and AdmnllstratIve 
Procedures Records 

Disposition: PERMANENT. Cut off at the end of the 
calendar year when associated Docket case file IS closed 
after final action IS taken on the regulation mcludmg 
resolution of any objections and any litigation thereon. 
Transfer to NARA 30 years after cutoff with associated 
Rulemakmg and Substantial AdmmistratIve Proceedmgs 
Dockets. 

Data FlIes for Non-Substantial Rule Makmg and 
Adnlll1lstratlve Procedures Records 

Disposition: TEMPORARY. Cut off at the end of the 
calendar year when associated Docket case file is closed 
after final acuon IS taken on the regulation mcludmg 
resolution of any objections and any htigatron thereon. 
Delete 30 years after cutoff. 

Outputs 

Printed Duphcate CopIes Used as reference or part of 
another FDA heanng, rulemakmg, or other activIty GRS 20, Item 6 

Disposition: TEMPORARY. 
If used for reference, destroy when no longer needed. If a 
copy becomes part of another FDA records series, apply 
records dIsposItion for that records senes. 

GRS 23, Item 8 Dockets Trackmg Logs. Logs, regIsters, chronologlCal hst 
ofpetltlOns, and other reports used to control or document 
the status of Dockets actiVIties 

Disposition: TEMPORARY: Destroy or delete when 2 
years old, or 2 years after the date of the latest entry, 
vlhichever ISapplicable. 

GRS 20, Item 11a-'ri d..System DocumentatlOn May mclude Admllllstrator's 
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Item Records Description and Authorized Disposition NARA Approved 
No. Citation 

Manual, User Manual, data dlCtIOnanes and record layouts Pltt).S~ c~~ ~ 
and other related matenals d.1"p0z-,\-t=\	 C"A ~ .....~.Q\c""...

:a~;I;;;!:
('"\c.~t. ~ lA'Cd.~ -to \,JIIM..t'\ 

~ ~t.U t'\...a...t\ ~\SY'I ~+e.s. 

Electr011lc Mall and Word Processmg System CopIes. GRS 20, Items 13 
Electromc copIes of records that are created on electromc and 14 
mail and 'Nord process111g systems and used solely to 
generate a recordkeepmg copy of the records covered by the 
other Items 111thIS schedule. Also mcludes electronic copIes 
of records created on electromc mall and 'Nord processmg 
systems that are mamtamed for updating, reVISIOn, or 
dissemmation. 

+4.+	 CopIes that have no further admlmstrahve value after the Non-record 
recordkeepmg copy IS made. Includes cop lOSmall1tamed by 
111dIviduals 111 personal files, personal electr0111c mml 
directones, or other personal dlrectones on hard dIsk or 
nehvor1c dnves, and copIes on shared network dnves that 
are used only to produce the recordlceepmg copy. 

TEMPORARY: Destroy withm 1gO days after the 
recordkeep111g copy has been produced. 

~ Copies used for dissemmatIOn, reVISIOn, or updatmg that are Non-record 
mamtamed m addItion to the recordkeep111g copy. 

TE1VIPORz,\RY: Destroy when dIsseminatIOn, revIsIOn, or
 
updatmg IS completed
 




